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H Responsive to communication(s) filed on Dec 12, 2000 

□ ;:i::::::z n . > — - — ™ wrsa.«- as • * e -"■ is "° sed 

Tn accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , u.o. 

in accordance wim * m0 nth(s) ^t h i rty doyo, wh i che ver 

A shortened statutory period for response to this action period for response will cause the 

from the mailing date of t h,a ; commu njc at • ^» may be obtaine d under the provisions of 

application to become abandoned. (35 U.b.u s 
37 CFR 1.136(a). 



Disposition of Claim 
Kl Ciaim(s) 1-8 



jtf/are pending in the application. 



Of the above, claim(s) 
Kl Claimls) _7 



Kl Claimls) 

□ Claim(s) 

□ Claims 



is/are withdrawn from consideration. 

is/ate allowed. 

#/are rejected. 

is/are objected to. 



are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Rev.ew, PTO-948. 

_ . , v .... rtn is/are objected to by the Examiner. 

□ The drawmg(s) filed on ™« J 

. . n is □ approved □ disapproved. 

□ The proposed drawing correction, filed on _ 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 1 19 qciiqp sii9fa)-(d). 

□ Acknowledgement is made of a claim for fore.gn pnonty under 35 U.S.C. § 9(a) 

□ All □ Some* □ None of the CERTIFIED copies of the priority documents have been 
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Pcl£e 2 

' Application/Control Number: 09/442,489 
Art Unit: 1644 

DETAILED ACTION 

This application is a reissue of application serial number 08/452,654, which is a division of 
08/289,548, which is a division of 07/741,940. 

Claims 1-8 are currently pending in this application. 

5 

1. In view of the amendment filed December 12, 2000, only the following rejections are 
maintained. 

Claim Rejections - 35 USC § 112 

10 2. Claims 2-8 stand rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 

matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 

of the claimed invention. 

It was stated previously: "The claims are drawn to a preparation of antibodies which bind 
15 to a human adenomatous polyposis coli (APC) protein which is the product of a mutant allele. 
The "n description in this case only sets forth amino acid and nucleic acid sequences for 
W^APC and the mutants identified in Table II, and therefore the written description is not 
commensla to in scope with the claims drawn to "mutants" comprising the full genus of any 
cha^gesTtt nucleic acid molecule defined by SEQ ID NO:l, whether it be silent or expressed 

90 as an alteration to the amino acid sequence of the encoded protein. 

20 as an alteration to 4 ^ ^ states that 

"Applied must convey with reasonable clarity to those skilled in the art that, as o the ^fihng date 
sought, he or she was in possession of the invention. The invention is, for purpose of the 
Wen description' inquiry, whatever is now claimed." (See Vas-Cath at page 1 1 17) The 

25 sjSSSS. not 'cleSiy allow persons of ordinary skill in the art to recognize that [he or 
shel invented what is claimed " (See Vas-Cath at page 1116). . . 

1 IppUcant is reminded that Vas-Cath makes clear that the written description provision of 
35 USC 1 12 is severable from its enablement provision (see Vas-Cath i at page 1115 

W th tne exception of the sequences encoding human APC and the mutants identified n 

30 Table II the skilled aLan cannot envision the detailed structure of the encompassed nucleic acid 
Louences and therefore conception is not achieved until reduction to practice has occurred, 
eTdles of the complexity or simplicity of the method of isolation. Adequate written 
to^iequte. more than a mere statement that it is part of the invention and a reference to a 
po Sal method of isolating it. The nucleic acid itself is required. See Fiers v. Revel, ((CAFC, 
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1993) 25 USPQ 2d 1601) and Amgen Inc. v. Chugai Pharmaceutical Co. Ltd.,((CATC, 1991) 18 

USPQ2 Fu^2nore In The Reagents of the University of California v. Eli Lilly ((CAFC, 1997) 
43 USPQ^8)>e court held* that a generic statement which defines a genus of nudoc adds 
> StoSiiguiiing that genus from others, except by their function, does not provide an 
Ztale ^Z ^Ltionomcg^. The court indicated that while Applicants are not 
tZ d tXbfe eve^ species encompassed by a genus, the description of a genus is achieved 
Z ^^e reckon ol a representative number of DNA molecules, usually defined by a nucleotide 
l^Xg wSthe scope of the claimed genus. At section B(l) me court states that An 
sequence, / nNA . reauires a precise definition, such as by structure, 

Chem "e support fo, additional species of human APC is provided m the specification a, 
column^ ta 2l" for example, where it is disclosed that mutatio ns encompass any chang,* m 
5 the nucleotide sequence of APC alleles, the germlinc changes disclosed in Table HA and in the 
Sd^rfto^* mutations in the APC gene so far discovered in sporadic colorectal cancers 
"e summarized in Table HE. This is insufficient to support the recitation in the claims of 
"mutants" as provided by the Interim Written Description Guidelmes published m me June 1 5, 
1998 Federal Register at Volume 63, Niimber 114, pages 32639-32645. 

1998 Fede rat Keg ^ ^ Apc md ^ s d , lfied n 

Table n^StoM breadth of the claims generally drawn to mutants of human APC, meet 

,h ^y^^^ 

tumors stow d tot in two of the four cases, the wild-type sequence was present ,n approximately 

25 Z Tpr"s to the mum.. This was confirmed by RFLP analysis using **m**™ 

from cZnosome 5q which demonstrated that only two of the ten tumors (T135 and T201) 

eZhedTlldic deletion on chromosome 5q. These results are consistent .with previous 

obslrvations showing that 20-40% of sporadic colorectal tumors had allelic deletions of 

toomosle 5q Moreover, these data suggest that mutations of 5,21 genes are not limited ,0 

in those colorectal tumors which contain allelic deletions of this chromosome 

30 those colorectal umo ^ ^ ^ ^ of fic locI> 

the claim "not ItaM ,0 these loci. The claim is written in an open language format, reciting 

the mint allele sc^ta" (emphasis added for clarity) and therefore encompasses any 
change to the sequence, not just those at the recited loci." 
" Applicant's arguments filed December 12, 2000 have been fully considered but they are 

not persuasive. 

Applicant contends that there is adequate written description in the instant specification 
for the full scope of the claimed invention because Applicant recites a number of APC mutants. 



* Application/Control Number: 09/442,489 Pa g e4 
Art Unit: 1644 

In order to bolster this position, Applicant recites these examples of APC mutants in the response. 
Applicants arguments are not persuasive for the following reasons. Briefly reiterating, the claims 
are drawn to a preparation of antibodies which bind to a human adenomatous polyposis coli 
(APC) protein which is the product of a mutant allele. Of the 13 mutants cited in Applicant's 
5 response of 1 2/ 1 2/2000, six are truncation mutants, IE polypeptides with a stop codon found 

earlier in the sequence than in the wild-type APC. Since the polypeptide sequence to that point is 
identical to wild-type, it is not clear how Applicant can make an antibody which can recognize the 
truncated form but not the wild-type. Further, Applicant alludes to a mutant disclosed at column 

16, lines 52-56 which has an 800 bp nucleotide insert. There is no indication, however, that this 
10 translates into a mutation detectable at the amino acid level as the detection of this mutant was 

only at the DNA level. There is no information regarding the sequence of the insert and this insert 

may constitute only an intron-like sequence which is spliced out prior to protein expression. 

Accordingly, there is not sufficient disclosure of a representative number of species to satisfy the 

written description requirement. 



15 



Allowable Subject Matter 

Claim 1 is allowed. 



Conclusion 

20 4. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 . 1 36(a). . 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 

25 the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
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however, will the statutory period for reply expire later than SIX MONTHS from the mailing date 

of this final action. 

5 Papers related to this application may be submitted to Technology Center 1 600, Group 
640 by facsimile transmission. Papers should be faxed to Group 1640 via the PTO Fax Center 
located in Crystal Mall 1 . The faxing of such papers must conform with the notice published in 
the Official Gazette, 1096 OG 30 (November 15, 1989). The fax phone number for official 
documents to be entered into the record for Art Unit 1644 is (703)305-3014. 

Any inquiry concerning this communication or earlier commun ications from the Examiner 
should be directed to F. Pierre VanderVegt, whose telephone number is (703)305-6997. The 
Examiner can normally be reached Tuesday through Friday and odd-numbered Mondays (on year 
2001 365-day calender) from 6:30 am to 4:00 pm ET. A message may be left on the Examiner s 
voice mail service. If attempts to reach the Examiner by telephone are unsuccessful, the 
Examiner's supervisor, Ms. Christina Chan can be reached at (703)308-3973. Any enquiry of a 
general nature or relating to the status of this application should be directed to the Technology 
Center 1600 receptionist, whose telephone number is (703)308-0196. 



F. Pierre VanderVegt, Ph.D. 
Patent Examiner 
Technology Center 1600 
March 12, 2001 
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SUPERVISORY PATENT EXAMINER 
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